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DETAILED ACTION 

1. After review and reconsideration, the finality of the Office action of January 14, 2003 is 
withdrawn in favor of the rejections below. 

2. Claims 90-1 14, 1 16-120, 128-131 have been canceled. Claims 141-172 have been added 
and are under consideration. 

3. Sections of Title 35, U.S. Code, not found in this action can be found in a prior action. 

4. Claims 141-172 are rejected under 35 U.S.C. 101 because the claimed invention is not 
supported by either a specific, substantial asserted utility or a well-established utility. The 
instant invention is drawn to the protein of SEQ ID NO:4 and fragments of SEQ ID NO:4 which 
consist of at least 30 or 50 contiguous amino acid sequence of SEQ ID NO:4 as well as specific 
antigenic fragments of SEQ ID NO:4, predicted by the specification to have antigenic activity 
such as residues 62-102 of SEQ ID NO:4, residues 226-259 of SEQ ID NO:4 and residues 197- 
308 of SEQ ID NO:4. The specification identifies SEQ ID NO:4 as belonging to the Galectin 
family of proteins recognized to have the ability to bind beta-galactoside in a calcium- 
independent manner. The art teaches that members of this class are distinguished from other 
lectins by the presence of a conserved carbohydrate recognition domain. The instant 
specification lacks a specific , substantial asserted utility because it fails to provide for a non- 
ambiguous usage of the claimed protein. On page 27, lines 20-25, the specification states 

It is believed that certain tissues in mammals with certain diseases (cancer, autoimmune 
diseases, inflammatory diseases, asthma, and allergic diseases) express significantly altered 
(enhanced or decreased) levels of the galectin 8, 9, 10, or 10SV protein and mRNA encoding the 
galectin 8, 9, 10, or 10SV protein when compared to a corresponding "standard" mammal, i.e., a 
mammal of the same species not having the disease. 

It is noted with particular emphasis that the specification fails to assert if the claimed protein is 
over-expressed or under-expressed in any of the stated diseases. Because of this defect the stated 
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utility is neither specific nor substantial because the condition of perhaps being over expressed or 
perhaps being under-expressed does not provide for a specific, substantial assertion. 

It is further noted that the specification contemplates on page 29, lines 3-5, 

The present invention is useful for detecting diseases in mammals (for example, cancer, 
autoimmune diseases, inflammatory diseases, asthma, and allergic diseases), and on page 30, 
lines 14-18, 

The ability of galectin 8, 9, 10, or lOSVto modulate growth regulatory activity may be 
therapeutically valuable in the treatment of clinical manifestations of such cell regulatory 
disorders. Disorders which can be treated include, but should not be limited to, autoimmune 
disease, cancer (preferably, melanoma, renal, astrocytoma, and Hodgkin disease), inflammatory 
disease, wound healing, arteriosclerosis, other heart diseases, microbe infection (virus, fungal, 
bacterial, and parasite), asthma, and allergic diseases. 

However, no further information is given with regard to detecting an over expression or an under 
expression of SEQ ID NO:4 for the detection of cancer, autoimmune diseases, inflammatory 
diseases, asthma, and allergic diseases in mammal and no further information is given with 
regard to the need to decrease or increase the level of SEQ ID NO: 4 for the treatment of 
autoimmune disease, cancer, inflammatory disease, wound healing, arteriosclerosis, other heart 
diseases, microbe infection , asthma, and allergic diseases. Further, as stated in the Office action 
of February 1, 2001 (page 4, line 15 to page 5, line 2), membership in the family of galectins 
does not confer a specific substantial utility to the instant SEQ ID NO: 4 because the family 
encompasses proteins having widely different functions. Further, the ability to bind beta- 
galactoside in a calcium-independent manner does not provide a specific, substantial utility 
because that property is shared by numerous proteins of the galectin family, which as stated 
above, have widely differing functional attributes. It is therefore concluded that the instant 
specification lacks a specific, substantial and asserted utility for SEQ ID NO: 4. 
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5. Claims 141-172 are also rejected under 35 U.S.C. 1 12, first paragraph. Specifically, since 
the claimed invention is not supported by either a specific, substantial and credible asserted 
utility or a well established utility for the reasons set forth above, one skilled in the art clearly 
would not know how to use the claimed invention. 

6. Applicant argues that the rejection of the post-filing date references for establishing the 
specific and substantial utility of the instant invention are nor appropriate because the case law 
cited is directed to enablement rather than utility. Applicant further argues that it is well-known 
that post-filing date references and subsequently-generated data can be used to support the 
credibility of a utility asserted in the specification. The post-filing date reference of Sat et al 
(Glycobiology, 2002, Vol. 12, pp. 191-197) teach that glaectin-9 which is identical to the instant 
SEQ ID NO:4, is a eosinophil chemoattractant The post filing reference of Hirashima et al 
(International Archives of Allergy and Immunology, 2000, Vol. 122, suppl 1, pages 6-9) teaches 
that there is a correlation between heightened eosinophil activity and asthma. The combination 
of references would corroborate the specification claims to a treatment or diagnosis of asthma if 
there was such an asserted utility for the over-expression of SEQ ID NO: 4 and the condition of 
asthma. However, the specification fails to provide this assertion because it contemplates that 
the claimed polypeptides can be either over expressed or under-expressed in the condition of 
asthma. Therefore the post filing date references have no bearing on the specification as filed A 
statement that the polypeptide of may be over expressed in a given disease state or may be over 
expressed in a given disease state is tantamount to no assertion at all. The submission of the 
post-filing reference indicating the usefulness of the claimed polypeptide can not be used to 
confirm the credibility of the asserted utility when the specification is lacking an asserted utility. 

7. Claims 166-172 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. . 
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Claim 166 is drawn to an isolated protein consisting of a fragment of SEQ ID NO:4, 
wherein said fragment consists of at least 30 contiguous amino acid of SEQ ID NO:4. Claim 167 
embodies the isolated protein of claim 166 wherein said fragment consists of at least 50 
contiguous amino acids of SEQ ID NO:4. Claims 168-172 depend on the identity of the isolated 
proteins of claim 166. 

The specification states on page 24, lines 10-19 that the invention includes polypeptides 
which are 95% identical, still more preferably at least 96%, 97%, 98% or 99% identical to the 
polypeptides described above and also include portions of such polypeptides with at least 30 
amino acids and preferably at least 50 amino acids. 

One of skill in the art upon reading of the specification would conclude that the portions 
of the polypeptides are comprised within a variant of SEQ ID NO:4 having overall 95-99% 
identity to SEQ ID NO:4. Therefore, the instant claims requiring fragments of SEQ ID NO:4 
and not requiring an overall sequence similarity of 95-99% to SEQ ID NO:4 are not adequately 
supported by the specification as filed. 

8. Claims 166-172 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention.. 

The specification states on page 26, lines 16-19 that antigenic-epitope bearing peptides 
and polypeptides of the invention preferably contain a sequence of at least seven, more 
preferably at least nine, and most preferably between about 15 to about 30 amino acids. Claims 
166 and 168-172 encompass any fragment of SEQ ID NO:4 having at least 30 contiguous amino 
acids of SEQ ID NO:4 without regard as to any functional characteristic of the fragment. The 
specification further states on page 26, line 23 that the antigenic polypeptides identified from 
SEQ ID NO:4 are residues 62-101, 226-259 and 197-308. Claims 166-173 read on fragments of 
SEQ ID NO:4 which include fragments outside of the specific regions, such as fragments taken 
from residues 1-61 and residues 102-198. The specification fails to teach how to use said 
broadly claimed fragments of SEQ ID NO:4. 
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It is well known in the art that polypeptides are folded 3-dimensional structures, the 
function and stability of which are directly related to a specific conformation (Mathews and Van 
Holde, Biochemistry, 1996, pp. 165-171, cited in a previous Office action). In any given 
polypeptide, amino acids distant from one another in the primary sequence may be closely 
located in the folded, 3-dimensional structure (Mathews and Van Holde, Biochemistry, 1996, pp. 
166, figure 6. 1). The specific conformation of a polypeptide results from non-covalent 
interactions between amino acids, beyond what is dictated by the primary amino acid sequence. 
Fragments of SEQ ID NO:4 taken out of the context of the entirety of SEQ ID NO:4 can 
potentially have radically altered three dimensional structure relative to the corresponding three 
dimensional structure within the SEQ ID NO:4 environment (Matthews, B. "Genetic and 
Structural Analysis of the Protein Stability Problem", cited in a previous Office action). Thus, 
the consequences of the altered sequence environment cannot be predicted. Due to these 
reasons, one of skill in the art would be forced into undue experimentation in order to use the 
broadly claimed invention. 

9. All other rejections an objections as set forth in the previous office action are withdrawn 
in light of applicants amendments. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen A. Canella whose telephone number is (571)272-0828. 
The examiner can normally be reached on 1 1 am to 10 pm, except Wed, Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on (571)272-0832. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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